PfTfI Fo fP 1^0-33004/99 


REGD. NO. D. L.-33004/99 



IJTRcT 

(Lhz (Baxette of -Jndia 


cr> i 



3TFTFTFF 

EXTRAORDINARY 
SIFT II—HUS 3—(i) 
PART II—Section 3— Sub-section (i) 
FTpIFiTT % y'ebfftfd 
PUBLISHED BY AUTHORITY 


FT. 279] if , 3T^FT 27, 2018/^IUsl 7, 1940 

No. 279] NEW DELHI, FRIDAY, APRIL 27, 2018/VAISAKHA 7, 1940 


3])t hRfk FFM4 

(e=uew< sRqi<. <n<!*u>'i fctaui) 

3rf^FTT 

FifPPp 27 FFF, 2018 

FT.FT.RT. 411(31).—-HM414 pjFNF F%F Ff ^FTFTFF f$TFFT, F ‘-F|A|M4 TF-Tn"FT F’ FFPI F%S)T W 

3Tk 3F4- FTFF 2014 # R)Rf Rz FHpSd FlPlFI HWT 16 Tf 3TFF PPfF, FTfpF 15.03.2016 R FF FPSFF f%FT | f% 
FTFlftFTTftF FTf 1% FT FF tFlt FT FPFftF FF' F RRfPi 3(k f%FF flFT | ftFF FTTW FFFF FtT ^WFT flFTT |, FT 
F?J3Tf sfrr -H I>1 <f % Ptu glRd'K'h (| ; 

3TpT, FTFffF -FI4M4 t FF 4t FtSFF )%FT | f% FpHF «T t fT STNrftzFftF % RRfPi FT fMRpT 

ftf # 3ftr fFft FiRTFt fttt, Put srjsrf^rt FfF fr sfjftt if % FitiftFtTftF f RRfPi ft f%#flnT ftR 3?)t 

FR4)Pd IFF sft FTSFTTT FT f%FTT f%FT FTFT dipt 1 , ; 

3ftr, 3TnTfsr sftr FFTFF FTFlft arRlRdF, 1940 (1940 FT 23) SOFT 5 F 3T?ftF pftF 3FFfsr FFtWT FFTfFTT 
FT# F 12 FTF#t, 2018 FT ft FF^ft tFF F FTF FT f%FTT f%FT 3^F Ff PUhlRsT ^P 4t 1% FTFftF FFFTF F pTF 
3o =t4Wt*fh RfRRii sftr fIPff fft ftfff fftt f Tf^rrit^iF sttfftft fft FiftftFf ft #t fftf PTf fR % Pio 

ftftFpTF FTF 3fhr ppffsTF # FTF f%FF f% FTF FTfPt FT ^TFFFT ffFT FT F% ; 

sftr, trttF ftftt ft, ff; fT^ # PfiRttT % sfftt ft fft ftftt ^T f4Tsf ft^ f f s ftf; fftftf |T fft t 
f% 3d o t-41di4)'i 3(1 1 fir ft 3(PPiiPd sflr srt'F ffftf f ftff ft f?j3tT ft FTf%F sff^Ptf ftf ^T fftfft % 3^r ftfI^f 

F F»T F 3(tirflFlTflF FTFfsT F PPfI'JI, f%FF sfrr f%FTF FT ftf^F^TF FFT IMfsTF FTFT 3FF?FF StR f4NRt % f%FF f% 
STFTfsnjF oMRt-41 FT 3FFFT FTTT FFF ^TFFTF FT TTFT FT FF I 

3TF:, 3TF, F^tF FTFTT, FTP srflrf^FF ^T FTTT 26F FTTT FFF ?tRpfT FT FFTF FTF fF ^ Ff^FFT FFFT 
FT.FT.Pr. 29(F), FlftF 17 FFFfT, 2014 FT STfsTFlF FTF fF Ff fFFF FTfT | f% FIFflFUfiF 3TnTRr 4T% f%Pf^F fffrT F 
f%FF F PTF FT f%FTF F PfF f%Pf^F FT f%#F # FTTnft, FFlF[ :- 

(i) fffTf % P i’_ FiT41di4)'i R RP41' ft f%RFfw %ff fI^ff tTfft fffft ft ffIRft fttt RTft 
FTFFT sftr FFTTF F FFF FT FK FTF FFT fTFT ; 

(ii) RfTf % FFTFFf % pTF FiFlflFITflF Rf^RF'f FT RR^Rl FpFF 3^T FTFFF FFFT FFPFt, FTFT F pTF 

^ft ^tft 3ftr RFirfr f Pi" f^ - RR-hIui f 4fi ft fit fTf f^t ; 
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(iii) stf+RRFfR % bRft 3fm-£|t(4V-) % RRRdi Rfj otp % Rtf fff ^nrfsr # RiRR+T % 

RR-hRi |>(j stfcrfsr 3 ^t y^igpr 'Hi- h j ,n R+-h, 1945 % sfTR 3r^5r?T hR i+ 4+d< RR-hRi srf +4" if! <tR-4 
THT^fPr FFF +T TFFT +FF ; 

(iv) yMRlRR % FfjtFT sfhrsr-'HG^fi J 4 FTT % RRpfdl RfR ydidd % RfTT FtF #itRt # RRRRf % 
RR+Ri 3TDrfsr 3?k wtsft h i h ifl Rff, 1945 % srefR sr^nr tRff 3?k ttsRj Rtf - F RPRRi# 
tT ftf 4 R 4 sfhrsr-'H 9 41 4 fff +t tr?Fr +Rit ; 

(v) fR( 3#i % Rpr 3frrRr aftr wrsrr umiTI Rff, 1 945 % arsfR sfjsht mhR+> f+hf +>mR4T ft fwrt 
s tft RRfRd 3rMiRRR RfRRdi feRR 3fk tsj RtRfft aitni % Rttt RRRRRf +r ttcft %ff 
R-wRtRd tt+fR,- 

(=F) mRh + #F yisRd Ref R tRpRRfF 3)f1dH7 sffc FT Tftsr fr; 4T 

(W) TT?t M 4 4] FTFTfR >Jt>1 sfl t|[R hR+M' 11 (41U_-H 4] 44t) T4T df'tl < £r[ •hR) 3f) t|R47 SfR Rsy 41 <4 
FEET (3FJE) 3i| <Sd4d) FT 441 R>41 SEE FFFTft ^Rdrd +?T, Et %9T ^TT TFltEET % Rl u FRR 
+k+k sect RRRe Ret fte R tRef sftr yi^dd Rrf f srwdTHf sfR FfRRrf Ft 

FRfsr ft ftf fete fff i 


(vi) REt Et FE ET 'TFT F 3)1+41 dt41H Et ?|SFT <4Ids) F FT&EF E RfE Rtf eR % fRlT 3EJ5TET fR RET 
>41 Uhl I 

2. ^arfsnj+FT 1 ^FT#, 2018+TTfFrfFft I 


[FT. ft. X. 11014/3/2018-Rftf] 


TJsftF $FTF, FF7F FfRs 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 27th April, 2018 

G.S.R. 411(E) .—Whereas the Hon’ble High Court of Himachal Pradesh, Shimla, has, in its judgment dated 
15.3.2016 in CWPIL No. 16 of 2014 titled ‘Court on its own motion’ versus State of Himachal Pradesh and others, observed 
that there is large scale clandestine manufacture and sale of the drug Oxytocin leading to its grave misuse, which is harmful 
to animals and humans; 

And whereas, the said Hon’ble High Court also observed that the feasibility of restricting the manufacture of 
Oxytocin only in public sector companies and also restricting and limiting the manufacture of Oxytocin by companies to 
whom licenses have already been granted should be considered; 

And whereas, the Drugs Technical Advisory Board constituted under section 5 of the Drugs and Cosmetics Act, 
1940 (23 of 1940) considered the said issue in its meeting held on the 12th February 2018 and recommended that Oxytocin 
formulations for human use be regulated and restricted to be supplied only to registered hospitals and clinics in public and 
private sector to prevent misuse of the said drug; 

And whereas, the Central Government, on the basis of the recommendations of the said Board and after 
examination of the matter, is satisfied that unregulated and illegal use of the drug Oxytocin is likely to involve risk to human 
beings or animals and that in the public interest it is necessary and expedient to regulate and restrict the manufacture, sale 
and distribution of the drug Oxytocin in the country to prevent its misuse by unauthorised persons or otherwise; 

Now, therefore, in exercise of the powers conferred by section 26A of the said Act, and in supersession of the 
notification number G.S.R. 29(E) dated 17 th January, 2014, the Central Government hereby directs that the drug Oxytocin 
shall be manufactured for sale or for distribution or sold in the manner specified below, namely:- 

(i) The manufacture of Oxytocin formulations for domestic use shall be by public sector undertakings or companies 
only and the label of the product shall bear barcodes. 

(ii) The manufacture of Oxytocin formulations for export purposes shall be open to both public and private sector 
companies and the packs of such manufacture for exports shall bear barcodes. 
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(iii) The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the active pharmaceutical 
ingredient only to the public sector manufacturers licensed under the Drugs and Cosmetics Rules, 1945 for 
manufacture of formulations of the said drug for domestic use. 

(iv) The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the said active pharmaceutical 
ingredient to the manufacturers in public and private sector licensed under the Drugs and Cosmetics Rules, 1945 
for manufacture of formulations of the said drug for export purpose. 

(v) The Oxytocin formulations manufactured by the public sector companies or undertakings licensed under the 
Drugs and Cosmetics Rules, 1945 for domestic use shall supply the formulations meant for human and 
veterinary use only,- 

(a) to the registered hospitals and clinics in public and private sector directly; or 

(b) to the Pradhan Mantri Bhartiya Janaushadhi Pariyojana (PMBJP) and Affordable Medicines and 
Reliable Implants for Treatment (AMRIT) outlets or any other Government entity which may be 
specified by the Central Government for this purpose in the country which shall further supply the 
drug to the registered hospitals and clinics in public and private sector. 

(vi) The Oxytocin in any form or name shall not be allowed to be sold through retail Chemist. 

2. This notification shall come into force on the first day of July 2018. 


[F. No. X.l 1014/3/2018-DR] 
SUDHIR KUMAR, Jt. Secy. 
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